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DRAFT Agenda 

 

8:00 a.m. Call to Order Marvin Konstam M.D 
Introduction of Committee Acting Chair 
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The committee will discuss new drug application (NDA) 22-307, prasugrel hydrochloride 
 film coated oral tablets, 5 milligrams (mg) and 10 mg, for the proposed indication for use 
 in acute coronary syndrome. 
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3:30 p.m. 
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FDA Opening Remarks  
 
 
 
Sponsor Presentations  
 
Questions to presenters 
 
Break 
 
FDA Presentations  
 
 
 
Lunch 
 
Open Public Hearing 
 
Questions to presenters  
 
Break 
 
Discussion of questions to 
committee (continued) 
 
Adjourn 
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